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DETAILED ACTION 

Applicant's response dated August 20, 2004, is acknowledged. Claims 1 -1 2 are 
pending in the application. 

The objection to abstract which was indicated in the previous Office action dated 
May 21 , 2002, is withdrawn in view of applicant's remarks. 

The claim rejection made under 35 U.S.C. § 1 12, second paragraph, which was 
indicated in the same Office action, is withdrawn in view of applicant's remarks. 

The claim rejection made under 35 U.S.C. § 103(a) as being unpatentable over 
Phillips (U.S. Patent No. 5,840,737), which was indicated in the same Office action, is 
maintained for reasons of record. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Phillips (U.S. Patent No. 5,840,737; filed July 15, 1996; issued November 24, 1998; of 
record). 

Phillips discloses a method for treating gastric acid disorders including GERD (or 
heartburn) by administering to a human patient a pharmaceutical composition 
comprising an effective amount of omeprazole, a proton pump inhibitor, and sodium 
bicarbonate. See abstract, col. 1 lines 27-29, col. 12 line 38, and claims 1-3. Phillips 
also teaches that the amount of omeprazole to be administered with water is within the 
instant claims and one of the dosage forms is solid compressed capsule. See col. 1 2 
lines 5-7 and lines 41-42, claim 12, and col. 1 line 25. 

Phillips does not expressly disclose a method of treating or preventing heartburn 
symptoms particularly, in a human. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ Phillips' composition in a method of treating or 
preventing heartburn symptoms in a human, with a reasonable expectation of success. 

One having ordinary skill in the art would have been motivated to employ Phillips' 
composition in a method of treating or preventing heartburn symptoms in a human since 
heartburn is well known to be one of the major symptoms of gastric acid disorders. 
Therefore, Phillips' composition would have been reasonably expected to benefit the 
treatment of heartburn in a human. Further, Phillips teaches that the composition is 
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expected to be useful in the treatment of heartburn as well as other gastric acid 
disorders. 

Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

Response to Arguments 

Applicant's arguments filed August 20, 2004, have been fully considered but they 
are not persuasive. Applicant argues that the prior Office action dated May 21 , 2002, 
fails to establish a prima facie basis for obviousness under 35 USC 103 (page 4, 
paragraph 3). Specifically, applicant alleges that Phillips does not teach or suggest to 
one of ordinary skill in the art that a combination of an effective amount of proton pump 
inhibitor (PPI) and an effective acid-neutralizing amount of alkali metal bicarbonate salt 
would treat Gastroesophageal Reflux Disease (GERD) or heartburn. Applicant alleges 
that Phillips as a whole focuses on the prophylactic prevention of upper Gl bleeding in 
critically ill patients, and that it is directed to reducing stress-related gastric mucosal 
damage rather than the relief of heartburn symptoms. See page 5, paragraph 1 . 

Applicant's arguments are not persuasive because Phillips does in fact teach the 
treatment of GERD (i.e., heartburn) using a combination of an effective amount of PPI 
and an effective acid-neutralizing amount of alkali metal bicarbonate salt, as noted in 
the prior Office Action. Phillips' abstract discloses, "A method for treating and/or 
preventing gastrointestinal conditions by administering to a patient a pharmaceutical 
composition including an aqueous solution/suspension of omeprazole or other 
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substituted benzimidazoles and derivatives thereof in a pharmaceutical^ acceptable 
carrier including a bicarbonate salt of a Group IA metal . . . ." Phillips mentions many 
gastrointestinal conditions, including GERD (i.e., heartburn) (column 1, lines 27-29). 
Phillips specifically notes, "The pharmaceutical composition including the omeprazole 
and derivatives thereof in a pharmaceutical^ acceptable carrier of a bicarbonate salt of 
Group IA metal can be used for the treatment of gastrointestinal conditions including, 
but not limited to, . . . GERD . . . ." (column 8, lines 47-52). As noted in the prior Office 
Action, Phillips teaches amounts or dosages that fall within the instant claimed amounts, 
and therefore are "effective amounts" (see column 12, lines 5-7, 41-42; examples; 
claims 4-12). 

Applicant further argues that although Phillips discloses a known use of 
omeprazole for the short-term treatment of GERD, this disclosure is insufficient to 
suggest to a skilled artisan that a specific selection of a PPI-bicarbonate combination 
would provide rapid onset and prolonged relief of heartburn as disclosed by claim 1 of 
the present invention (page 5, paragraph 2). As noted above, Phillips does disclose the 
treatment of GERD (i.e., heartburn) using a combination of an effective amount of PPI 
and an effective acid-neutralizing amount of alkali metal bicarbonate salt. Regarding 
"rapid onset and prolonged relief," such is not mentioned in claim 1 . 

Applicant further argues that the cited sections of Phillips fail to support the use 
of an "effective amount" of proton inhibitor and "effective acid neutralizing" amount of 
alkali metal bicarbonate salt for the specific treatment of heartburn (page 5, paragraph 
2). As noted above, Phillips does disclose the treatment of GERD (i.e., heartburn) using 
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a combination of an effective amount of PPI and an effective acid-neutralizing amount of 
alkali metal bicarbonate salt. 

Finally, applicant argues that since Phillips fails to disclose or suggest an 
effective PPI-bicarbonate combination for heartburn treatment and is primarily directed 
to the treatment of upper Gl bleeding, a skilled artisan, without more, would have little 
expectation of success in obtaining rapid-onset of heartburn symptoms using the 
methods described. As noted above, Phillips does disclose the treatment of GERD (i.e., 
heartburn) using a combination of an effective amount of PPI and an effective acid- 
neutralizing amount of alkali metal bicarbonate salt. Furthermore, although Phillips 
does discuss the treatment of upper Gl bleeding, such teachings do not detract from 
another teaching of Phillips of the treatment of GERD (i.e., heartburn) using a 
combination of an effective amount of PPI and an effective acid-neutralizing amount of 
alkali metal bicarbonate salt. Regarding "rapid onset," such is not mentioned in the 
claims. 

Response to Arguments 

Applicant's arguments, see page 3, paragraphs 1-3, with respect to the abstract 
have been fully considered and are persuasive. The objection to the abstract is 
withdrawn. 

Applicant's arguments, see page 3, paragraphs 4 and 5; page 4, paragraph 1 , 
with respect to the use of the term "ANC" in claim 7, have been fully considered and are 
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persuasive. The rejection of claim 7 under 35 U.S.C. 112, second paragraph, is 
withdrawn. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL PALLAY whose telephone number is 571- 
270-3473. The examiner can normally be reached on Monday through Friday, 8:30 AM 
to 5:00 PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Fereydoun Sajjadi can be reached on 571-272-331 1 . The fax phone 
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number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MBP 



/GINA C. YU/ 

Primary Examiner, Art Unit 1617 



